
The Mentholatum Co., Inc. 
707 Stcrhg%ivc l Orchard Pa& New%& A4127 ~Tel. (716) 677-2500 b Fax. (716) 674=5696 
tww6~~c 

‘716 675 2x33 p. G32/02 

$ubmitted bv Fax 

October 28,2003 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville; MD 20852 

,.( s-z 
Re: Octo& 14,2003 Comments to Docket No. 78N-0301; External Analgesic Drug 

Products for Over-the-Counter Human Use; Reopening of the Administrative 
Record and Amendment of Tentative Final Monograph 

Dear Sir or Madam: 

We wish TV assure FDA that The Mentholatum Company does not claim any privilege for 
anything in the material submitted on October 14,2003. This information is considered 
part of the public docket. 

Sincerely, 

qplfu oz.+tue 
Joyce L. Miller 
Director, Regulatory AfEairs 

TOTRL P-02 



DATE: 

To: 

707 Sterling Drive 
Orchard Park, NY 14127-1587 

715-677-2500 l 80@68&f680 

Fax: 71-7s2783 

Octobet 28,2003 

Latroy Tinch 
Dockets Management Branch 
Food and Drug Administration 
301-8275866 

FAX: 301-8274870 

FROM: Joyce L. Milier 
Director, Regulatmy Affairs 
Ext. IS2 

TOTAL PA6Ek 2 

Iri&ponse tb, your telephone contact, please see attached letter regarding The 
Mentholatum Company’s comments to Docket No. 78N-0301 on October 14,2003. 

CONFlDENTlAU’TY NOlICE 
This facsimile transmission is Wended solely for the party to whom it is addressed. It may contain 
information that is proprietary, privileged, or oonfidentia~. Any disclosure, copying, distribution, or use of the 
contents is striotly prohibited. If you have received this facsimile in error, please notify The Mentholsturn 
Co., Inc. at the above telephone number to armnge for return or destruct/on of the transmitted material. 
































